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        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                                    DATA AS OF:  09/01/2002 
 
                                                                                 -COURSE DATE-  LAST 
INSTITUTION  //  STUDY                            PHASE PROTOCOL     INVESTIGATOR FIRST    LAST RECV'D PATIENTS COURSES ARMS LEVELS 
_________________________________________________ _____ ____________ ____________ ______ ______ ______ ________ _______ ____ ______ 
 
THERADEX CANCER CLINIC 
 
 PHASE I AND PK STUDY OF AB-123                    I    TTT-NNNN     DR. WHO      991129 020709 020909     50      80     2    10 
 
TOTAL                                                                                                      50      80 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                                          DRUG:  AB-123 
 
                                                    DATA AS OF:  09/01/2002 
 
 
                                                                    ---PATIENTS---- COURSES ---SIGNIFICANT TOXICITY-------------  HI 
INSTITUTION//PROTOCOL    ARM DRUG     REGIMEN         Q DAYS DOSE   NEW TOT TOX RES TOT TOX GRADE / CATEGORY                     RES 
________________________ ___ ________ ______________________ ______ ___ ___ ___ ___ ___ ___ ____________________________________ ___ 
SOME CLINIC TTT-NNNN     A   AB-123   IV TWC WKLY X 4 WKS 42     .5   4   4   1   0   7   1 2 FATIGUE 
                                                             _______________________________________________________________________ 
                                                                 .9   4   6   5   0  10   7 3 FATIGUE 
                                                                                            2 GI-N/V,ANOREXIA,CUTANEOUS,MUCOSITIS 
                                                             _______________________________________________________________________ 
                                                               1.25   6   8   6   1  10   6 3 HEM-PLT,FATIGUE,MUSCULOSKEL,        PR 
                                                                                              NEURO-PERIPH 
                                                                                            2 ANOREXIA,CUTANEOUS,HEM-NEUTROS, 
                                                                                              PULMONARY 
                                                             _______________________________________________________________________ 
                                                                1.5  14  15  13   0  20  15 4 HEM-PLT 
                                                                                            3 FATIGUE,GI-CONSTIPAT,ALLERGIC 
                                                                                            2 GI-N/V,METABOLIC,GI-DIAR,ANOREXIA, 
                                                                                              HEM-HGB,FLUID-RETENT,GI-DYSP 
                                                             _______________________________________________________________________ 
                                                                1.7   3   3   3   0   3   3 3 GI-N/V,GI-DIAR,HEM-PLT,METABOLIC 
                                                                                            2 FATIGUE,FEVER 
                         ___________________________________________________________________________________________________________ 
                         1   AB-123   IV TWC WKLY X 2 WKS 21          1   1   1   0   1   1 3 FATIGUE 
                                                                                            2 ANOREXIA 
                                                             _______________________________________________________________________ 
                                                               1.25   0   1   1   0   1   1 2 FEVER,GI-CONSTIPAT 
                                                             _______________________________________________________________________ 
                                                                1.5   7   8   7   0  11   7 3 GI-DIAR,FATIGUE,HEM-PLT 
                                                                                            2 GI-N/V,ALOPECIA,ANOREXIA,CUTANEOUS, 
                                                                                              GI-CONSTIPAT,HEM-HGB,INFECT 
                                                             _______________________________________________________________________ 
                                                                1.6   7   7   7   0  12   9 4 METABOLIC 
                                                                                            3 FATIGUE,HEM-HGB,HEM-PLT 
                                                                                            2 GI-DIAR,MUSCULOSKEL,CUTANEOUS, 
                                                                                              GI-N/V,NEURO- 
                                                             _______________________________________________________________________ 
                                                                1.7   4   4   3   0   5   3 4 FATIGUE 
                                                                                            3 GI-DIAR,HEM-PLT,CV-,CV-BP-LO 
                                                                                            2 ANOREXIA,GI-TRA 
____________________________________________________________________________________________________________________________________ 
 
 
 
 
 
 
 
 
 
 
 
 
AB-123                                                                                                                        AB-123 
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        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                                      PROTOCOL:  TTT-NNNN 
                                                         PHASE:  I 
                                                         STUDY:  PHASE I AND PK STUDY OF AB-123 
 
                                                   INSTITUTION:  THERADEX CANCER CLINIC 
                                                  INVESTIGATOR:  DR. WHO 
                                                         DRUGS:  AB-123 
 
                                                    DATA AS OF:  09/01/2002 
                                                 LAST RECEIVED:  09/09/2002 
                                                   LAST COURSE:  07/09/2002 
 
                                                      PATIENTS:  50 
                                                       COURSES:  80 
 
                                             PERFORMANCE SCALE:  0-4 
                                                TOXICITY SCALE:  CTC2.0 
 
 
 
                                                                    PATIENTS COURSES -SIGNIFICANT TOXICITY- 
        ARM DRUG     REGIMEN          Q DAYS UNITS  DOSE    LEVEL     TOT TOX TOT TOX PTS OCC GRADE     TYPE 
        ___ ________ _______________________ ______ _______ _____ ___ ___ ___ ___ ___ ___ ___ ______________ 
        A   AB-123   IV TWC WKLY X 4 WKS  42 MG/M2      .5    1   NEW   4   1   4   1   1   1 2 FATIGUE 
                                                               ____________________________________________ 
                                                                  OTH   1   0   3   0 
                                                               ____________________________________________ 
                                                                  ALL   4   1   7   1           - - - - - - - 
                                                    _______________________________________________________ 
                                                        .9    2   NEW   4   3   4   3   1   2 2 ANOREXIA 
                                                                                        1   4 2 GI-N/V 
                                                                                        1   1 2 FATIGUE 
                                                                                        1   1 3 FATIGUE 
                                                                                        1   1 2 MUCOSITIS 
                                                               ____________________________________________ 
                                                                  OTH   6   4   6   4   1   1 2 FATIGUE 
                                                                                        1   1 3 FATIGUE 
                                                                                        1   1 2 ANOREXIA 
                                                                                        1   3 2 CUTANEOUS 
                                                                                        1   1 2 MUCOSITIS 
                                                               ____________________________________________ 
                                                                  ALL   6   5  10   7           - - - - - - - 
                                                    _______________________________________________________ 
                                                      1.25    3   NEW   6   3   6   3   1   1 2 FATIGUE 
                                                                                        1   1 2 HEM-NEUTROS 
                                                                                        2   2 2 HEM-PLT 
                                                                                        1   1 3 HEM-PLT 
                                                                                        1   1 2 CUTANEOUS 
                                                                                        1   1 2 PULMONARY 
                                                               ____________________________________________ 
                                                                  OTH   3   3   4   3   1   1 2 ANOREXIA 
                                                                                        1   1 3 FATIGUE 
                                                                                        1   1 2 HEM-PLT 
                                                                                        1   1 2 FATIGUE 
                                                                                        1   1 3 NEURO-PERIPH 
                                                                                        1   1 3 MUSCULOSKEL 



                                                               ____________________________________________ 
                                                                  ALL   8   6  10   6           - - - - - - - 
                                                    _______________________________________________________ 
                                                       1.5    4   NEW  14  13  14  13   1   1 2 FLUID-RETENT 
                                                                                        5   6 2 GI-N/V 
                                                                                        2   2 2 FATIGUE 
                                                                                        1   1 2 ANOREXIA 
                                                                                        2   2 3 FATIGUE 
                                                                                        1   1 3 ALLERGIC 
                                                                                        3   3 2 GI-DIAR 
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                                                      INCIDENCE OF TOXICITY 
 
                                                         --------------ARM/LEVEL--------------- 
                                     ---TOXICITY---                           1 
                                     TYPE     GRADE       1   2   3   4   5   1   2   3   4   5 
                                     ______________      __  __  __  __  __  __  __  __  __  __ 
                                     ALLERGIC     3                   1 
                                     __________________________________________________________ 
                                     ALOPECIA     2                                   1 
                                                  1                   1 
                                     __________________________________________________________ 
                                     ALTERD-TASTE 1       1 
                                     __________________________________________________________ 
                                     ANOREXIA     2           3   1   2       1       1       1 
                                                  1       1       2   7   1   2       2   1 
                                     __________________________________________________________ 
                                     CUTANEOUS    2           3   1                   1   1 
                                                  1           2   2   2               1       1 
                                     __________________________________________________________ 
                                     CV-          3                                           1 
                                     __________________________________________________________ 
                                     CV-BP-LO     3                                           1 
                                     __________________________________________________________ 
                                     ENT-SYMPTOMS 1       1       1 
                                     __________________________________________________________ 
                                     EYE-SYMPTOMS 1           1 
                                     __________________________________________________________ 
                                     FATIGUE      4                                           1 
                                                  3           2   1   3       1       2   3 
                                                  2       1   2   2   3   1           1   1 
                                                  1       2   5   2   9       1   1   3   5   1 
                                     __________________________________________________________ 
                                     FEVER        2                       1       1 
                                                  1               2   1   2 
                                     __________________________________________________________ 
                                     FLUID-RETENT 2                   1 
                                                  1           3   2   2 
                                     __________________________________________________________ 
                                     GI-          1           2       3           1 
                                     __________________________________________________________ 
                                     GI-ALKP      1               1 
                                     __________________________________________________________ 
                                     GI-CONSTIPAT 3                   1 
                                                  2                   1           1   1 
                                                  1       1                       1   1   1 
                                     __________________________________________________________ 
                                     GI-DIAR      3                       1           1       1 
                                                  2                   3               3   3   1 
                                                  1           6   3  11   1       1   6   2 
                                     __________________________________________________________ 
                                     GI-DYSPEPSIA 2                   1 
                                                  1                   2                   1 
                                     __________________________________________________________ 
                                     GI-N/V       3                       2 
                                                  2           4       6   1           4   1 
                                                  1       2   6   6  10   2           6  10   7 
                                     __________________________________________________________ 
                                     GI-TRA       2                   1                       1 
                                                  1                                   1 
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                                     __________________________________________________________ 
                                     GU-          1                           1 
                                     __________________________________________________________ 
                                     HEADACHE     1                   4 
                                     __________________________________________________________ 
                                     HEM-BLEED    1       1           1   1 
                                     __________________________________________________________ 
                                     HEM-HGB      3                                       1 
                                                  2                   2               1   1 
                                                  1           2       1 
                                     __________________________________________________________ 
                                     HEM-NEUTROS  2               1   1 
                                                  1           1   1 
                                     __________________________________________________________ 
                                     HEM-PLT      4                   1 
                                                  3               1   3   1           1   1   2 
                                                  2               3   7                   1 
                                                  1           4   2  10   4   1       5   1 
                                     __________________________________________________________ 
                                     HEM-WBCS     2                   1 
                                                  1           1   2                   1 
                                     __________________________________________________________ 
                                     INFECTION    2                                   1 
                                     __________________________________________________________ 
                                     LIGHT-HEADED 2                   1 
                                                  1               1   2 
                                     __________________________________________________________ 
                                     METABOLIC    4                                       1 
                                                  3                       1 
                                                  2                   4               1 
                                                  1                                   1 
                                     __________________________________________________________ 
                                     MUCOSITIS    2           2                       1 
                                                  1               1                           1 
                                     __________________________________________________________ 
                                     MUSCULOSKEL  3               1 
                                                  2                                       2 
                                                  1           4   2   8           1   3   1 
                                     __________________________________________________________ 
                                     NEURO-       2                                       1 
                                                  1                   6           1       2   1 
                                     __________________________________________________________ 
                                     NEURO-ORIENT 2                   1 
                                     __________________________________________________________ 
                                     NEURO-PERIPH 3               1 
                                                  2                   1 
                                                  1                   4 
                                     __________________________________________________________ 
                                     PULMONARY    2               1 
                                                  1                   1 
                                     __________________________________________________________ 
                                     TEMP-CHANGES 1               1   1           2   1 
                                     __________________________________________________________ 
                                     WEAKNESS     1                   1 
                                     __________________________________________________________ 
                                     WEIGHT-LOSS  1                   1 
                                     __________________________________________________________ 
                                      TOXIC COURSES       5  10   9  18   3   1   1  10  12   4 
                                      TOTAL COURSES       7  10  10  20   3   1   1  11  12   5 
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                                                      DISTRIBUTION OF EXTREMES 
                                                         --------------ARM/LEVEL--------------- 
                                     LAB                                      1 
                                     TEST       RANGE     1   2   3   4   5   1   2   3   4   5 
                                     ________________    __  __  __  __  __  __  __  __  __  __ 
                                     WBC'S         <1 
                                                  1-2 
                                                  2-3             1   2 
                                                  3-4     1   2   4   2       1       1   1   1 
                                                   >4     6   8   4  14   3       1  10  11   4 
                                     __________________________________________________________ 
                                     PLATES       <25                 1                       1 
                                                25-50                 2   1           1   2 
                                                50-75             4   3                   1   1 
                                               75-100                 4   1   1       3   1 
                                                 >100     7  10   5   8   1       1   7   8   3 
                                     __________________________________________________________ 
                                     HGB           <7                 1                       1 
                                                  7-8                 1 
                                                 8-10     1   2       3               1   4   1 
                                                10-11     4   3   3   7   2       1   2   4 
                                                  >11     2   5   6   6   1   1       8   4   3 
                                     __________________________________________________________ 
                                     NEUTROS     <0.5     5   4   3   4   2           3   4   1 
                                                0.5-1             1   4               1   2   1 
                                                1-1.5             1   1               1   1 
                                                1.5-2         1   1   3 
                                                   >2     2   5   3   6   1   1   1   6   5   3 
                                     __________________________________________________________ 
                                     SGOT        >200     1 
                                               60-200         6   2   2           1   4   1   4 
                                                40-60     1   1       2               2   2 
                                                  <40     5   2   7  12   2   1       3   9 
                                     __________________________________________________________ 
                                     SGPT        >100                                         1 
                                               50-100                 2                   1 
                                                30-50                 1       1       1       1 
                                                  <30                 1                   1 
                                     __________________________________________________________ 
                                     BILIRUB       >5     1 
                                                  2-5                                         1 
                                                  1-2                 3                   1 
                                                   <1     6   9   9  13   2   1   1   9   9   3 
                                     __________________________________________________________ 
                                     ALKPHOS     >300     1           1       1           1   3 
                                              200-300         1                       1   1 
                                              100-200                 4   1           1 
                                               30-100         1       3                   1 
                                                  <30 
                                     __________________________________________________________ 
                                     BUN          >60                 1 
                                                40-60                 1 
                                                20-40         1       1   2               1   1 
                                                  <20             1   3       1   1   1   2   1 
                                     CREAT         >4 
                                                  2-4                 1 
                                                1.2-2     3   1       2               5   3 
                                                 <1.2     4   9   9  13   3   1   1   4   9   4                                 
_________________________________________________________ 
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                      --------PRIOR THERAPY-------- --COURSE--- --ASSESSMENT--- LAB----- -------VALUE/DAY ON COURSE------ PHYS.NOTES 
 PATIENT    DIAGNOSIS DAY   DESCRIPTION / SCHED     DAY ARM LVL TOX         EFF TEST       PRE-RX     NADIR      FINAL     SEE BELOW 
 ____________________ _____________________________ ___________ _______________ ________ __________ __________ __________ __________ 
 ZZZZZZZZZZZZZ         -337  ? @ 47233    (PR)      ZZZZZZZZZZ  RESPONSE: NA    WBC'S       7.4/-7     6.4/6      9.9/10 
 MALE, ZZ, PS=1         -32                  GEMZAR DAY 3                       PLATES      250/-7      99/7      198/10 
              ZZZZZZZZZZ                            ARM #       3 GI-DIAR       HGB        11.9/-7    10.2/7       11/10 
             ZZZZZZZZZZTE                           LEVEL 5     3 GI-N/V        NEUTROS    0.32/-7    0.29/6     0.54/8 
                                                    1.7 MG/M2   3 GI-N/V        SGOT         21/-7      28/5       28/5 
                                                     RX-MOD     1 HEM-PLT       BILIRUB     0.6/-7     0.4/5      0.4/5 
                                                     <FULL DOSE 3 METABOLIC     ALKPHOS                195/5      195/5 
                                                                                BUN                     32/5       23/10 
                                                                                CREAT       1.1/-7     1.2/5      1.1/10 
 
                                                      ZZZZZZZZZZ: Abdomen= Has minimal tenderness in the right upper quadrant in t 
                                                                : he anterior axillary line.  There is some dullness to percussion 
                                                                :  over this area relfecting the edge o fhis liver but MD cannot r 
                                                                : eliably palpate or measure his liver on exam. 
                                                      ZZZZZZZZZZ: Ct scans of the abdomen w/ oral and IV contrast medium including 
                                                                :  biphasic images through the pancreas, compared w/ 11/12/01.  No 
                                                                :  significant chnge in the low attenuation infiltrating mass in t 
                                                                : he head of the pancreas, encasing proximal branches of the celia 
                                                                : c axis. Fluid collection in the anterior aspect of the right lob 
                                                                : e of the liver has increased significantly in size.  Multiple me 
                                                                : tastatic lesions in the liver have progressed.  Within the oment 
                                                                : al fatin the right upper quadrant, there are metastatic implants 
                                                                : , and these have also increased since the previous exam.  Marked 
                                                                :  atrophy of the body and tail of the pancreas has progressed and 
                                                                :  there is a small nodule of metastasis in the peripancreatic fat 
                                                                :  posterior to the stomach which is slightly larger.  Slight extr 
                                                                : insic compression o fthe portal vein by the pancreatic head mass 
                                                                :  and occulsion of the splenic vein are unchanged. Samll right pl 
                                                                : eural effusion has increased and there is a tiny left pleural ef 
                                                                : fusion.  Areas of minimal atelectasis both lung bases are stable 
 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZ              -1490  ? @ 22920    (PR)      ZZZZZZZZZZ  RESPONSE: NA    WBC'S       4.5/-5     4.8/7      5.6/22 
 FEMALE, ZZ, PS=0     -1432                     5FU DAY 0                       PLATES      392/-5     260/7      364/22 
 SQUAMOUS CELL                               QMONTH ARM 1       2 GI-DIAR       HGB        11.8/-5    10.4/7     10.5/22 
                      ____________________________ 
  ZZZZZZZZZZZZZZ      -1490  ? @ 320      (PR)      LEVEL 4                     NEUTROS    0.16/-5    0.17/7     0.26/22 
          ZZZZZZZZZZZ -1432                    CDDP 1.6 MG/M2                   SGOT         17/-5      21/22      21/22 
                                             QMONTH                             BILIRUB     0.3/-4     0.4/22     0.4/22 
                      ____________________________ 
                      -1400  ? @ 12675    (UK)                                  CREAT       1.4/-5     1.5/22     1.5/22 
                      -1361                     5FU 
                                               QDAY   ZZZZZZZZZZ: CT Chest report:  Chest CT without intravenous contrast in compa 
                      ____________________________ 
                       -301  ? @ 15300    (UK)                  : rison with 11/21/2001.  There has been some slight interval incr 
                       -241                     5FU             : ease in size of some of the bilateral pulmonary nodules, consist 
                                            Q4WEEKS             : ent with metastases.  Post-operative changes within the lungs bi 
                      ____________________________ 
                       -301  ? @ 38.3     (UK)                  : laterally.  The mediastinal adenopathy is not significantly chan 
                       -241                    MITO             : ged.  Left pleural effusion or thickening is slightly less.  Sma 
                                             QMONTH             : ll cystic structure in the spleen.  Left adrenal is enlarged, bu 
                      ____________________________ 
                      -1400  RAD:@ 5580     (UK)                : t unchanged.  Stable ill-defined low-attenuation lesion superior 
                      -1361                    39FX             :  aspect of the left kidney is indeterminate.  Soft tissue mass s 
                                                 QD             : een in the root of the mesentery and retroperitoneum in the uppe 
____________________________ 
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        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                                            STATUS, AS OF 09/01/2002 
 
                                                                            -------------------------DATES------------------------- 
                                                                                          -----------LAST------------ 
INSTITUTION  //  STUDY                                         PROTOCOL     APROVD ACTIVE   PT    CRS    LAB    MAIL  CLOSED CNCLUD 
______________________________________________________________ ____________ ______ ______ ______ ______ ______ ______ ______ ______ 
 
THERADEX CANCER CLINIC 
 
  PHASE I AND PK STUDY OF AB-123                               TTT-NNNN     991029 991115 020709 020709 020723 020729 



        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                    MONTHLY REGISTRATIONS OF PATIENTS/COURSES, AS OF 09/01/2002 
 
 
 
INSTITUTION  //  STUDY                 PROTOCOL       OCT   NOV   DEC   JAN   FEB   MAR   APR   MAY   JUN   JUL   AUG   SEP   TOTAL 
______________________________________ ____________   ___   ___   ___   ___   ___   ___   ___   ___   ___   ___   ___   ___   _____ 
 
THERADEX CANCER CLINIC 
 
 PHASE I AND PK STUDY OF AB-123        TTT-NNNN       1/1   1/2   4/4   3/5   1/3   1/2   1/2   0/2         3/3               50/80 
 
TOTALS                                                                                                                         50/80 



        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                             INVESTIGATOR PERFORMANCE, AS OF 09/01/2002 
 
                                                                                          RPT'D  ----PERCENT DEFINITE----  AVG  LABS 
                                                                                          #   #  PTS  CRS  CRS   RX   SIG  LAB    % 
INSTITUTION  //  STUDY                                        INVESTIGATOR PROTOCOL      PTS CRS ELIG EVAL COMP  MOD  TOX DELAY DONE 
_____________________________________________________________ ____________ ____________  ___ ___ ____ ____ ____ ____ ____ _____ ____ 
 
THERADEX CANCER CLINIC 
 
 PHASE I AND PK STUDY OF AB-123                               DR. WHO      TTT-NNNN       50  80  100   84   61   46   66   33    79 
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        CANCER THERAPY EVALUATION PROGRAM          INVESTIGATIONAL DRUG BRANCH           CLINICAL TRIALS MONITORING SERVICE 
 
                                                      PROTOCOL:  TTT-NNNN 
                                                         PHASE:  I 
                                                         STUDY:  PHASE I AND PK STUDY OF AB-123 
 
                                                   INSTITUTION:  THERADEX CANCER CLINIC 
                                                  INVESTIGATOR:  DR. WHO 
                                                         DRUGS:  AB-123 
 
                                                    DATA AS OF:  09/01/2002 
                                                 LAST RECEIVED:  07/29/2002 
 
                                                     ACTIVATED:  11/15/1999 
                                                   LAST COURSE:  07/09/2002 
                                                      LAST LAB:  07/23/2002 
                                                        CLOSED: 
                                                     CONCLUDED: 
 
 
                           PATIENTS                        COURSES                         MISSING 
                           ________                        _______                         _______ 
 
                  REPORTED:  50                   REPORTED:  80                  FOLLOW UP:   3                 LAB % DONE:   79 
                                                                                ASSESSMENT:   1 
                  ELIGIBLE:  48                  EVALUABLE:  65                  TOX GRADE:   0              AVG LAB DELAY:   33 
                INELIGIBLE:   0                UNEVALUABLE:  12                        AGE:   0 
         INSUFFICIENT INFO:   2          INSUFFICIENT INFO:   0                        SEX:   0        DRUG-RELATED DEATHS:   0 
                                                                                       BSA:   0 
           COMPLETED STUDY:  19                  COMPLETED:  47                       SITE:   0 
        REFUSED FURTHER RX:   4               DISCONTINUED:  30                  HISTOLOGY:   0 
         WITHDRAWN FROM RX:  21                 CONTINUING:   3 
             DIED ON STUDY:   3 
         LOST TO FOLLOW UP:   0                RX MODIFIED:  36 
                                      SIGNIFICANT TOXICITY:  53 
 
 
                                                             --------------DATES--------------- 
                                    MISSING     PATIENT      ON-STUDY COURSE LAST-LAB OFF-STUDY 
                                    ___________ ____________ ________ ______ ________ _________ 
 
                                    FOLLOW UP   ZZZZZZZZ             020708  020627  020718 
                                                ZZZZZZZZ             020708  020715  020729 
                                                ZZZZZZZZZZ           020709  020723 
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                                                              ARM: 
                                                                Q=42 
                                      ---TESTS----------                                            ---TESTS---------- 
              LAB       SCHEDULE      REQD   DONE     %                     LAB       SCHEDULE      REQD   DONE     % 
              ________  ____________  ____   ____   ____                    ________  ____________  ____   ____   ____ 
              BILIRUBT  PS               1    0.9     95                    PLATES    PS               1    0.9     95 
                        1W3              1    0.1     11                              1/7              6    5.3     88 
                        PC               1    1.0    100                              PC               1    1.0    100 
              CREAT     PS               1    0.9     95                    SGOT      PS               1    0.9     95 
                        1W3              1    0.1     15                              1W3              1    0.1     11 
                        PC               1    1.0    100                              PC               1    1.0    100 
              CXR       PS               1    0.5     47                    SK        PS               1    0.9     95 
              HGLOBIN   PS               1    0.9     95                              1W3              1    0.2     19 
                        1/7              6    5.3     88                              PC               1    1.0    100 
                        PC               1    1.0    100                    SNA       PS               1    0.9     95 
              PERF      PS               1    0.5     53                              1W3              1    0.1     15 
                        PC               1    0.6     63                              PC               1    1.0    100 
                                                                            WBC       PS               1    0.9     95 
                                                                                      1/7              6    5.3     88 
                                                                                      PC               1    1.0    100 
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                                                              ARM: 1 
                                                                Q=21 
                                      ---TESTS----------                                            ---TESTS---------- 
              LAB       SCHEDULE      REQD   DONE     %                     LAB       SCHEDULE      REQD   DONE     % 
              ________  ____________  ____   ____   ____                    ________  ____________  ____   ____   ____ 
              BILIRUBT  PS               1    1.0    100                    PLATES    PS               1    1.0    100 
                        PC               1    0.9     86                              1/7              3    2.6     87 
              CREAT     PS               1    1.0    100                              PC               1    1.0    100 
                        PC               1    0.9     86                    SGOT      PS               1    1.0    100 
              CXR       PS               1    0.2     23                              PC               1    0.9     86 
              HGLOBIN   PS               1    1.0    100                    SK        PS               1    0.8     85 
                        1/7              3    2.7     88                              PC               1    0.9     86 
                        PC               1    1.0    100                    SNA       PS               1    0.9     92 
              PERF      PS               1    0.5     54                              PC               1    0.9     86 
                        PC               1    0.3     29                    WBC       PS               1    1.0    100 
                                                                                      1/7              3    2.6     87 
                                                                                      PC               1    1.0    100 
 



 TTT-NNNN                                                                                                                   PAGE   4 
 
 PATIENT       DATE  DISPOSITION        COURSE DISPOSITION  LAST LAB REMARKS 
 ____________ ______ __________________ ______ ____________ ________ _______________________________________________________________ 
 ZZZZZZZZ     011220 WITHDRAWN FROM RX  011210 DISCONTINUED  011220  RX MODIFIED: <FULL DOSE; OFF STUDY D10. EVALUABLE(TOX), BUT: 
              020131 DIED                                              <FULL DOSE; <42D COURSE; TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZ      020312 COMPLETED STUDY    020128 COMPLETED     020219 
              020611 LAST ALIVE DATE    020219 COMPLETED     020312 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     000629 WITHDRAWN FROM RX  000516 COMPLETED     000626 
              000831 DIED               000626 DISCONTINUED          RX MODIFIED: REC'D 1 DOSE; OFF STUDY D3. UNEVALUABLE(TOX): 
                                                                       <FULL DOSE; <42D COURSE; NO LAB FOLLOW-UP. 
                                                                     MISSING: LAB. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZ      000111 COMPLETED STUDY    991129 COMPLETED     000111 
              000325 DIED 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     000404 WITHDRAWN FROM RX  000131 COMPLETED     000313 
              000718 DIED               000313 DISCONTINUED  000404  RX MODIFIED: REC'D 4 DOSES; OFF STUDY D22. UNEVALUABLE(TOX): 
                                                                       <FULL DOSE; <42D COURSE. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     020306 WITHDRAWN FROM RX  020225 DISCONTINUED  020306  RX MODIFIED: REC'D 2 DOSES; OFF STUDY D9. EVALUABLE(TOX), BUT: 
              020322 DIED                                              <FULL DOSE; <21D COURSE; TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZ      011203 WITHDRAWN FROM RX  011018 DISCONTINUED  011105  RX PER PROTOCOL, BUT: NEXT COURSE D25. UNEVALUABLE(TOX): <42D 
              020319 LAST ALIVE DATE                                   COURSE. 
                                        011112 DISCONTINUED  011203  RX PER PROTOCOL, BUT: OFF STUDY D21. UNEVALUABLE(TOX): <42D 
                                                                       COURSE. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     000907 COMPLETED STUDY    000619 DISCONTINUED  000727  RX PER PROTOCOL, BUT: NEXT COURSE D38. EVALUABLE(TOX), BUT: 
              001215 DIED                                              <42D COURSE; TOX RPT'D. 
                                        000727 COMPLETED     000907  RX MODIFIED: REC'D 7 DOSES. EVALUABLE(TOX), BUT: <FULL DOSE; 
                                                                       TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     000509 WITHDRAWN FROM RX  991206 COMPLETED     000117 
              000606 DIED               000117 COMPLETED     000228 
                                        000228 COMPLETED     000410 
                                        000411 DISCONTINUED  000509  RX PER PROTOCOL, BUT: OFF STUDY D28. UNEVALUABLE(TOX): <42D 
                                                                       COURSE. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     010629 WITHDRAWN FROM RX  010522 DISCONTINUED  010629  RX MODIFIED: REC'D 6 DOSES; OFF STUDY D38. EVALUABLE(TOX), BUT: 
              011002 LAST ALIVE DATE                                   <FULL DOSE; <42D COURSE; TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     010507 COMPLETED STUDY    010416 COMPLETED     010507  RX MODIFIED: REC'D 3 DOSES. EVALUABLE(TOX), BUT: <FULL DOSE; 
              010706 DIED                                              TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     020718 OFF STUDY          020708 CONTINUING    020627  MISSING: LAB. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     010712 WITHDRAWN FROM RX  010507 COMPLETED     010620  RX MODIFIED: REC'D 3 DOSES. EVALUABLE(TOX), BUT: <FULL DOSE; 
                                                                       TOX RPT'D. 
                                        010621 DISCONTINUED  010712  RX MODIFIED: REC'D ONLY 1 DOSE WKS 3 AND 4; OFF STUDY D21. 
                                                                       EVALUABLE(TOX), BUT: <FULL DOSE; <42D COURSE; TOX RPT'D. 
 ___________________________________________________________________________________________________________________________________ 
 ZZZZZZZZ     001127 COMPLETED STUDY    001016 COMPLETED     001127 
              010321 LAST ALIVE DATE 
 ___________________________________________________________________________________________________________________________________ 
___________________________________________________________________________________________________________________________________ 



 

*** Patient Detail Report *** 



 
 TTT-NNNN                         PHASE I AND PK STUDY OF AB-123                                                             1201314 
 
                                                    PATIENT DETAIL FOR TTT-NNNN 
 THERADEX                                         REPORT 29D  (PREPARED 09/13/2002)                 PAGE    0 -             1 
 
          ------------------------------------------------------------------------------------------------------------------ 
 
 PATIENT:      ZZZZZZZZ         M      P.I. ELIGIBILITY: Y 
                               75      CTMS ELIGIBILITY: Y 
 
                             PS1        PRIMARY SITE: PANCREAS                HISTOLOGY: ACA 
                                                  RACE CODE: 1 - WHITE                  DIAGNOSIS: ZZZZZZZZZZ 
                             P.I. PATIENT DISP: REFUSED                   OFFSTUDY DATE ZZZZZZZZZZ  (DAY 10   )    BEST RESPONSE: NA 
                           CTMS PATIENT DISP: WITHDRAWN                       DIED DATE ZZZZZZZZZZ  (DAY 52   ) 
 
       CYC  COURSE  ARM  COURSE    RESP  RX-                CTMS COMMENTS AND PHYSICIAN NOTES 
        #  DATE/DAY LVL   DISP    MAXTOX MOD                AND PRIOR THERAPIES  AND CONCOMITANT MEDICATIONS 
       --- -------- --- --------- ------ --- -------------------------------------------------------------------------------- 
 
 
 
                                            12/03/2001  PHYS:(PE )  Abdomen= Has minimal tenderness in the right upper quadrant in 
                                                        PHYS:(PE )  he anterior axillary line.  There is some dullness to percussio 
                                                        PHYS:(PE )   over this area relfecting the edge o fhis liver but MD cannot 
                                                        PHYS:(PE )  eliably palpate or measure his liver on exam. 
                                            12/07/2001  PHYS:(PH )  Ct scans of the abdomen w/ oral and IV contrast medium includin 
                                                        PHYS:(PH )   biphasic images through the pancreas, compared w/ 11/12/01.  N 
                                                        PHYS:(PH )   significant chnge in the low attenuation infiltrating mass in 
                                                        PHYS:(PH )  he head of the pancreas, encasing proximal branches of the celi 
                                                        PHYS:(PH )  c axis. Fluid collection in the anterior aspect of the right lo 
                                                        PHYS:(PH )  e of the liver has increased significantly in size.  Multiple m 
                                                        PHYS:(PH )  tastatic lesions in the liver have progressed.  Within the omen 
                                                        PHYS:(PH )  al fatin the right upper quadrant, there are metastatic implant 
                                                        PHYS:(PH )  , and these have also increased since the previous exam. 
                                      
 
                                            ONGOING     CONCOMIT   HCTZ                      25       STOP=ONGOING 
                                                           QD 
                                                        CONCOMIT   SENEKOT                   2        STOP=ONGOING 
                                                           QD 
                                                        CONCOMIT   STOOL SOFTENER            2        STOP=ONGOING 
                                                           QD 
                                                        CONCOMIT   TYLENOL                   500      STOP=ONGOING 
                                                           PRN 
                                                        CONCOMIT   VITAMINS                  10       STOP=ONGOING 
                                                           QD 
                                                        CONCOMIT   ZOCOR                     20       STOP=ONGOING 
                                                           QD 
                                            00/00/1995  CONCOMIT   BABY ASPIRIIN             81       STOP=ONGOING 
                                                           QD 
                                            00/00/1997  CONCOMIT   ATENOLOL                  50       STOP=ONGOING 



 
 TTT-NNNN                         PHASE I AND PK STUDY OF AB-123                                                             1201314 
 
                                                    PATIENT DETAIL FOR TTT-NNNN 
 THERADEX                                         REPORT 29D  (PREPARED 09/13/2002)                 PAGE    0 -             2 
 
          ------------------------------------------------------------------------------------------------------------------ 
                                                           QD 
                                            01/04/2001  CHEM.SNGL  GEMZAR                    47233    STOP=11/05/2001 RSP=PR 
 
 
      1 12/10/2001 #   P.I. COMP   NA   Y   TOX EVAL ?  Y   <FULL DOSE; <42D COURSE; TOX RPT'D 
             0      05 CTMS DIS     3       EFF EVAL ?  N   <FULL DOSE; <42D COURSE 
 
                                            12/20/2001  REASON OFFSTUDY: REFUSED FURTHER RX    (LAST CONTACT 01/28/2002) 
                                            01/31/2002  CAUSE OF DEATH: MALIGNANT DISEASE         (NOT AUTOPSIED) 



 
 TTT-NNNN                         PHASE I AND PK STUDY OF AB-123                                                             1616208 
 
                                                    PATIENT DETAIL FOR TTT-NNNN 
 THERADEX                                         REPORT 29D  (PREPARED 09/13/2002)                 PAGE    1 -             1 
 
          ------------------------------------------------------------------------------------------------------------------ 
 
 PATIENT:      ZZZZZZZZZZ       F      P.I. ELIGIBILITY: Y 
                               53      CTMS ELIGIBILITY: Y 
 
                             PS0        PRIMARY SITE: RECTUM                  HISTOLOGY: SQUAMOUS CELL CARCINOMA 
                                                  RACE CODE: 1 - WHITE                  DIAGNOSIS: ZZZZZZZZZZ 
                             P.I. PATIENT DISP: DIS PROG                  OFFSTUDY DATE ZZZZZZZZZZ  (DAY 43   )    BEST RESPONSE: PD 
                           CTMS PATIENT DISP: COMPLETE                        DIED DATE     --      (DAY  --  ) 
 
       CYC  COURSE  ARM  COURSE    RESP  RX-                CTMS COMMENTS AND PHYSICIAN NOTES 
        #  DATE/DAY LVL   DISP    MAXTOX MOD                AND PRIOR THERAPIES  AND CONCOMITANT MEDICATIONS 
       --- -------- --- --------- ------ --- -------------------------------------------------------------------------------- 
 
 
 
                                            01/17/2002  PHYS:(PH )  CT Chest report:  Chest CT without intravenous contrast in comp 
                                                        PHYS:(PH )  rison with 11/21/2001.  There has been some slight interval inc 
                                                        PHYS:(PH )  ease in size of some of the bilateral pulmonary nodules, consis 
                                                        PHYS:(PH )  ent with metastases.  Post-operative changes within the lungs b 
                                                        PHYS:(PH )  laterally.  The mediastinal adenopathy is not significantly cha 
                                                        PHYS:(PH )  ged.  Left pleural effusion or thickening is slightly less.  Sm 
                                                        PHYS:(PH )  ll cystic structure in the spleen.  Left adrenal is enlarged, b 
                                                        PHYS:(PH )  t unchanged.  Stable ill-defined low-attenuation lesion superio 
                                                        PHYS:(PH )   aspect of the left kidney is indeterminate.  Soft tissue mass 
                                                        PHYS:(PH )  een in the root of the mesentery and retroperitoneum in the upp 
                                                        PHYS:(PH )  r abdomen is incompletely visualized.  The lytic metastasis in 
                                                        PHYS:(PH )  he vertebral body of the upper lumbar spine is not significantl 
                                                        PHYS:(PH )   different. 
 
                                            12/00/1997  CONCOMIT   PROZAC                    30       STOP=ONGOING 
                                                           QD 
                                            12/30/1997  CHEM.MLTP  5FU                       22920    STOP=02/26/1998 RSP=PR 
                                                           QMONTH 
                                                        CHEM.MLTP  CDDP                      320      STOP=02/26/1998 RSP=PR 
                                                           QMONTH 
                                            03/30/1998  LMT.RAD    39FX                      5580     STOP=05/08/1998 RSP=UK 
                                                           QD                        ABD/PELVIS 
                                                        CHEM.SNGL  5FU                       12675    STOP=05/08/1998 RSP=UK 
                                                           QDAY 
                                            06/19/1998  LMT.RAD    1X                        1499     STOP=06/19/1998 RSP=UK 
                                                           X1                        RIGHT PSOAS 
                                                        SURGERY    COLONOSCOPY, BILA STENTS           STOP=ONGOING 
                                                           RECURRENT ANAL CA 
                                                        SURGERY    EXPLORATORY LAPAROTOMY             STOP=ONGOING 
                                                           SQUAM CELL CA 
                                                        SURGERY    RIGHT OOPHORECTOMY                 STOP=ONGOING 
                                                           NO DIAGNOSTIC ABNORMALIT 
                                            01/00/2000  CONCOMIT   CALTRATE                  3        STOP=ONGOING 
                                                           QD 
                                            01/00/2001  CONCOMIT   COUMADIN                  5/7.5    STOP=ONGOING 
   



*** Patient Summary Report *** 



 PAGE     1 
 
                                               PHASE I AND PK STUDY OF AB-123                                            TTT-NNNN 
                                               THERADEX CANCER CLINIC 
 
                                                                  PATIENT SUMMARY FOR TTT-NNNN 
                                                                 REPORT 25L1 (PREPARED 09/13/2002 ) 
 
               SEX                       DAYS R  D  T A   Treatment                                                                 HISTOLOGY  + 
               AGE DX DATE  CYC COURSE   PAST S  S  O  R  Assignment                                                                PRIMARY SITE  + 
      PATIENT  PS  PRIOR RX  #    DATE    DX  P  P  X   M     Code   DRUG 1      DRUG 2      DRUG 3      DRUG 4      DRUG 5       # OTHER DISEASE SITES 
 ------------  --- -------- --- -------- ---- -  -  - --- ---------- ------      ------      ------      ------      ------      ----------------------- 
 
 
 
 TTT-NNNN                                                                           ARM:     DRUG #      DRUG:       UNITS:         STANDARD REGIMEN: 
 
 *   ARM #                       42 DAYS                             TTT-NNNN        #          1        AB-123      MG/M2          IV TWC WKLY X 4 WKS 
 
 *   ARM 1                       21 DAYS                             TTT-NNNN        1          1        AB-123      MG/M2          IV TWC WKLY X 2 WKS 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
    PRIOR-RX: C=CHEMO, R=RAD, I=IMMUNO, S=SURG, H=HORMONE, B=BONEMARROW, G=GENE.  ARM '#' => SINGLE ARM PROTOCOL OR UNNAMED ARM. 
    RSP = BEST RESPONSE.  COURSE DISP: DISC/COMP/-CONT.   OFF DISP:  COMP/REFUSED/WITHDRAWN/TOX/PROG.DIS/VIO.PROT/DIED/LOST 
    PATIENTS ARE SEQUENCED FIRST BY ONSTUDY DOSE LEVEL, THEN BY ONSTUDY DATE. 



 PAGE     2 
 
                                               PHASE I AND PK STUDY OF AB-123                                            TTT-NNNN 
                                               THERADEX CANCER CLINIC 
 
                                                                  PATIENT SUMMARY FOR TTT-NNNN 
                                                                 REPORT 25L1 (PREPARED 09/13/2002 ) 
 
               SEX                       DAYS R  D  T A   Treatment                                                                 HISTOLOGY  + 
               AGE DX DATE  CYC COURSE   PAST S  S  O  R  Assignment                                                                PRIMARY SITE  + 
      PATIENT  PS  PRIOR RX  #    DATE    DX  P  P  X   M     Code   DRUG 1      DRUG 2      DRUG 3      DRUG 4      DRUG 5       # OTHER DISEASE SITES 
 ------------  --- -------- --- -------- ---- -  -  - --- ---------- ------      ------      ------      ------      ------      ----------------------- 
 
  TTT-NNNN 
 
 * ARM INFO *                    42 DAYS              #              AB-123 
                                 21 DAYS              1              AB-123 
 
   ZZZZZZZZZZ    F 09/14/99  1  07/09/02 1029 ?? -    1   MISSING         .           .           .                              HS:HODGKIN'S DISEASE 
                32                                                                                                               PS:HODGKIN'S DISEASE 
               PS0 
 
   ZZZZZZZZZZ    F 10/00/00  1            ?   ??                                                                                 HS:LARGE B CELL LYMPHOMA 
                83                                                                                                               PS:LYMPH 
               PS0 
 
   ZZZZZZZZZZ    M 09/19/94  1  11/29/99 1897 PD C  Y #   LEVEL 1A        .5          .           .                              HS:SQUAMOUS CELL 
                62 CR S     OFF 01/11/00 +43  PD *P                                                                              PS:LUNG 
               PS0                                                                                                                1 R HILAR ADENOPATHY 
                                                                                                                                  2 R PLEURAL METS 
                                                                                                                                  3 R PLEURAL EFFUS. 
                                                                                                                                  4 RUL NODULE 
 
   ZZZZZZZZZZ    M 03/08/91  1  12/06/99 3195 NA C  Y #   LEVEL 1A        .5          .           .                              HS:ACA 
                70 CRIS      2  01/17/00 +42  SD C    #   LEVEL 1A        .5          .           .                              PS:RECTUM 
               PS0           3  02/28/00 +84  SD C  Y #   LEVEL 1A        .5          .           .                               1 MULTIPLE NODULES 
                             4  04/11/00 +127 PD D  Y #   LEVEL 1A        .5          .           .                               2 BRAIN METS 
                            OFF 05/09/00 +155 SD *P 
 
   ZZZZZZZZZZ    F 01/30/97  1  12/13/99 1047 PD C  Y #   LEVEL 1A        .5          .           .                              HS:VILLOUS ADENOCARCINOMA 
                63 C  S     OFF 01/24/00 +42  PD *P                                                                              PS:COLON 
               PS1                                                                                                                1 CHEST 
                                                                                                                                  2 LIVER 
                                                                                                                                  3 ADJACNT.TO RT KIDN 
                                                                                                                                  4 PRESACRAL MASS 
 
   ZZZZZZZZZZ    F 03/22/99  1  12/14/99  267 NE C  Y #   LEVEL 1A        .5          .           .                              HS:RENAL CELL 
                45 CRIS     OFF 01/25/00 +42  NA *O                                                                              PS:RENAL 
               PS1                                                                                                                1 RIGHT 
                                                                                                                                  2 METS 
                                                                                                                                  3 RIGHT 
                                                                                                                                  4 BILAT PULMONARY 
                                                                                                                                  5 T11 DORSAL METS 
 
 
 
    PRIOR-RX: C=CHEMO, R=RAD, I=IMMUNO, S=SURG, H=HORMONE, B=BONEMARROW, G=GENE.  ARM '#' => SINGLE ARM PROTOCOL OR UNNAMED ARM. 
    RSP = BEST RESPONSE.  COURSE DISP: DISC/COMP/-CONT.   OFF DISP:  COMP/REFUSED/WITHDRAWN/TOX/PROG.DIS/VIO.PROT/DIED/LOST 
    PATIENTS ARE SEQUENCED FIRST BY ONSTUDY DOSE LEVEL, THEN BY ONSTUDY DATE. 



 PAGE     3 
 
                                               PHASE I AND PK STUDY OF AB-123                                            TTT-NNNN 
                                               THERADEX CANCER CLINIC 
 
                                                                  PATIENT SUMMARY FOR TTT-NNNN 
                                                                 REPORT 25L1 (PREPARED 09/13/2002 ) 
 
               SEX                       DAYS R  D  T A   Treatment                                                                 HISTOLOGY  + 
               AGE DX DATE  CYC COURSE   PAST S  S  O  R  Assignment                                                                PRIMARY SITE  + 
      PATIENT  PS  PRIOR RX  #    DATE    DX  P  P  X   M     Code   DRUG 1      DRUG 2      DRUG 3      DRUG 4      DRUG 5       # OTHER DISEASE SITES 
 ------------  --- -------- --- -------- ---- -  -  - --- ---------- ------      ------      ------      ------      ------      ----------------------- 
 
   ZZZZZZZZZZ    M 10/28/96  1  01/25/00 1184 NE C  Y #   LEVEL 2A        .9          .           .                              HS:ADENO CARCINOMA 
                54 CR S      2  03/06/00 +41  PD C  Y #   LEVEL 2A        .9          .           .                              PS:AMPULLARY 
               PS1          OFF 04/24/00 +90  PD *P                                                                               1 RT HILAR 
 
   ZZZZZZZZZZ    F 10/11/98  1  01/25/00  471 NE C  Y #   LEVEL 2A        .9          .           .                              HS:RENAL CELL CARCINOMA 
                66    S      2  03/06/00 +41  PD D  Y #   LEVEL 2A        .9          .           .                              PS:L KIDNEY 
               PS1          OFF 03/21/00 +56  PD *P                                                                               1 R UPPER LOBE 
                                                                                                                                  2 BELOW HILUS 
                                                                                                                                  3 FOSSA 
                                                                                                                                  4 LATERAL MARGIN 
 
   ZZZZZZZZZZ    F 12/30/97  1  01/31/00  762 NA C  Y #   LEVEL 2A        .9          .           .                              HS:ACA 
                68 C  S      2  03/13/00 +42  PD D  Y #   LEVEL 2A        .9          .           .                              PS:COLON 
               PS0          OFF 04/04/00 +64  PD *P                                                                               1 R LOBE MASS 
                                                                                                                                  2 LIVER LESION 
                                                                                                                                  3 PORTA HEPATIS MASS 
                                                                                                                                  4 PANCREAS MASS 
                                                                                                                                  5 ABD WALL MASS 
                                                                                                                                  6 ABD WALL LESIONS 
 
   ZZZZZZZZZZ    F 11/24/98  1  02/07/00  440 NA C  Y #   LEVEL 2A        .9          .           .                              HS:ACA 
                58 CR S      2  03/20/00 +42  SD D  Y #   LEVEL 2A        .9          .           .                              PS:RECTUM 
               PS1          OFF 04/03/00 +56  SD *R                                                                               1 LIVER METS 
 
   ZZZZZZZZZZ    F 10/13/98  1  03/20/00  524 NA C  Y #   LEVEL 3A       1.25         .           .                              HS:ACA 
                76 C  S      2  05/01/00 +42  PD C  Y #   LEVEL 2A        .9          .           .                              PS:COLON 
               PS0          OFF 06/12/00 +84  PD *P                                                                               1 LIVER LESIONS 
 
   ZZZZZZZZZZ    M 08/24/99  1  03/20/00  209 NA C  Y #   LEVEL 3A       1.25         .           .                              HS:LEIOMYOSARCOMA 
                79 C  S      2  05/01/00 +42  PD C  Y #   LEVEL 2A        .9          .           .                              PS:UNKNOWN 
               PS0          OFF 06/12/00 +84  PD *P                                                                               1 LESION A 
                                                                                                                                  2 LESION B 
 
   ZZZZZZZZZZ    M 04/09/91  1  03/28/00 3276 NE C  Y #   LEVEL 3A       1.25         .           .                              HS:ADENOID CYSTIC CANCER 
                44 CR S      2  05/09/00 +42  SD C  Y #   LEVEL 3A       1.25         .           .                              PS:SALIVARY GLAND 
               PS1           3  06/20/00 +84  NE D  Y #   LEVEL 3A       1.25         .           .                               1 MULT.BILAT.PULM.LS 
                            OFF 07/12/00 +106 SD *T 
 
   ZZZZZZZZZZ    F 11/11/93  1  04/04/00 2336 NE D  Y #   LEVEL 3A       1.25         .           .                              HS:INFILTRATING DUCTAL CARCINOMA 
                66 CR SH    OFF 04/18/00 +14  NA *O                                                                              PS:BREAST 
 
 
 
    PRIOR-RX: C=CHEMO, R=RAD, I=IMMUNO, S=SURG, H=HORMONE, B=BONEMARROW, G=GENE.  ARM '#' => SINGLE ARM PROTOCOL OR UNNAMED ARM. 
    RSP = BEST RESPONSE.  COURSE DISP: DISC/COMP/-CONT.   OFF DISP:  COMP/REFUSED/WITHDRAWN/TOX/PROG.DIS/VIO.PROT/DIED/LOST 
    PATIENTS ARE SEQUENCED FIRST BY ONSTUDY DOSE LEVEL, THEN BY ONSTUDY DATE. 



 

*** Patient Synopsis Report *** 



 
 TTT-NNNN 
                                        CTMS Report 68B1 Patient Synopsis - Data as of 09/13/2002 
 
                        Protocol TTT-NNNN    PHASE I AND PK STUDY OF AB-123                                    -- Investigator: DR. WHO 
                           Agent AB-123      Activated 11/15/1999    Closed    ?  ?                                  Phase I 
 
                        ARM 
                        --- 
 
                        #   Course Length   42     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 4 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 
 
                        1   Course Length   21     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 2 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 



 
 TTT-NNNN 
                                                       CTMS Report 68B1 Patient Synopsis - Data as of 09/13/2002 
    Agent: AB-123 
                                                       Protocol: TTT-NNNN                                  Patients:   32                        Arm's 1st drug: AB-123 
     Site: THERADEX CANCER CLINIC                           Arm: #                                           Courses:  51                        had 
     P.I.: DR. WHO                                      Regimen: IV TWC WKLY X 4 WKS                     Eval for Tox:   40                      Max Dose:     1.7   MG/M2 
 
              s 
              e     This arm`s      ?oth   First    Nmbr Lowest  Highest   Grd & Toxicity if grade >= 0         Best                Disease 
 Patient      x Age 1st course is # Arms   Dose   * Crss  Dose     Dose       (first course this arm)           Resp Offstudy Why    Primary Site 
 ------------ - --- --------------- ---- --------------------------------- ------------------------------------ ---- -------- ----- ---------------------------------------- 
   ZZZZZZZZZZ M  62 11/29/1999   1            .5      1      .5       .5                                        PD   01/11/00 CMPLT SQUAMOUS CELL 
                                                                                                                                    LUNG 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
   ZZZZZZZZZZ M  70 12/06/1999   1            .5      4      .5       .5                                        SD   05/09/00 WTHDR ACA 
                                                                                                                                    RECTUM 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
   ZZZZZZZZZZ F  63 12/13/1999   1            .5      1      .5       .5    2 FATIGUE                           PD   01/24/00 CMPLT VILLOUS ADENOCARCINOMA 
                                                                            1 ANOREXIA                                              COLON 
                                                                            1 CONSTIPATION 
                                                                            1 DYSGEUSIA 
                                                                            1 NAUSEA 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
 
 
 
 
 
 
 AB-123                  Arm '#' designates the sole arm or an arm which originally was the sole arm; 'n.a.' means the arm has not yet been determined. 
                         A patient may have been treated on more than one arm -- see the 'Number of Other Arms' column. 
 TTT-NNNN      - #       The * column flags dose alterations: '+' indicates escalation; '-' indicates de-escalation; '%' indicates fluctuating levels. 
                         The dose levels shown are the first, lowest, and highest on this arm. See cover page for key to drugs in combination therapies. 
 page     1              Toxicities recorded with Relation code 1 (not related to drug) or 2 (unlikely) have been EXcluded. 



 
 TTT-NNNN 
                                        CTMS Report 68B1 Patient Synopsis - Data as of 09/13/2002 
 
                        Protocol TTT-NNNN    PHASE I AND PK STUDY OF AB-123                                    -- Investigator: DR. WHO 
                           Agent AB-123      Activated 11/15/1999    Closed    ?  ?                                  Phase I 
 
                        ARM 
                        --- 
 
                        #   Course Length   42     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 4 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 
 
                        1   Course Length   21     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 2 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 



 
 TTT-NNNN 
                                                       CTMS Report 68B1 Patient Synopsis - Data as of 09/13/2002 
    Agent: AB-123 
                                                       Protocol: TTT-NNNN                                  Patients:   32                        Arm's 1st drug: AB-123 
     Site: THERADEX CANCER CLINIC                           Arm: #                                           Courses:  51                        had 
     P.I.: DR. WHO                                      Regimen: IV TWC WKLY X 4 WKS                     Eval for Tox:   40                      Max Dose:     1.7   MG/M2 
 
              s 
              e     This arm`s      ?oth   First    Nmbr Lowest  Highest   Grd & Toxicity if grade >= 0         Best                Disease 
 Patient      x Age 1st course is # Arms   Dose   * Crss  Dose     Dose       (not 1st course this arm)         Resp Offstudy Why    Primary Site 
 ------------ - --- --------------- ---- --------------------------------- ------------------------------------ ---- -------- ----- ---------------------------------------- 
   ZZZZZZZZZZ M  62 11/29/1999   1            .5      1      .5       .5                                        PD   01/11/00 CMPLT SQUAMOUS CELL 
                                                                                                                                    LUNG 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
   ZZZZZZZZZZ M  70 12/06/1999   1            .5      4      .5       .5    1 FATIGUE                           SD   05/09/00 WTHDR ACA 
                                                                            1 NAUSEA                                                RECTUM 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
   ZZZZZZZZZZ F  63 12/13/1999   1            .5      1      .5       .5                                        PD   01/24/00 CMPLT VILLOUS ADENOCARCINOMA 
                                                                                                                                    COLON 
 --------------------------------------------------------------------------------------------------------------------------------------------------------------------------- 
 
 
 
 
 
 
 
 AB-123                  Arm '#' designates the sole arm or an arm which originally was the sole arm; 'n.a.' means the arm has not yet been determined. 
                         A patient may have been treated on more than one arm -- see the 'Number of Other Arms' column. 
 TTT-NNNN      - #       The * column flags dose alterations: '+' indicates escalation; '-' indicates de-escalation; '%' indicates fluctuating levels. 
                         The dose levels shown are the first, lowest, and highest on this arm. See cover page for key to drugs in combination therapies. 
 page     1              Toxicities recorded with Relation code 1 (not related to drug) or 2 (unlikely) have been EXcluded. 



 

*** Toxicity Cross-Tab Report *** 



 
 TTT-NNNN 
                                        CTMS Report 72C1 Toxicity CrossTab - Counting All Courses - Data as of 09/13/2002 
                              Toxicities recorded with Relation code 1 (not related to drug) or 2 (unlikely) have been INcluded. 
 
                        Protocol TTT-NNNN    PHASE I AND PK STUDY OF AB-123                                    -- Investigator: DR. WHO 
                           Agent AB-123      Activated 11/15/1999    Closed    ?  ?                                  Phase I 
 
                        ARM 
                        --- 
 
                        #   Course Length   42     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 4 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 
 
                        1   Course Length   21     Drug-1:  AB-123    Dose units:  MG/M2       Regimen:  IV TWC WKLY X 2 WKS 
                                                   Drug-2: 
                                                   Drug-3: 
                                                   Drug-4: 
                                                   Drug-5: 



 
 TTT-NNNN 
                                        CTMS Report 72C1 Toxicity CrossTab - Counting All Courses - Data as of 09/13/2002 
    Agent: AB-123 
                                                       Protocol: TTT-NNNN                             Patients:   32              Count of Courses:  arm #  panel 1 
     Site: THERADEX CANCER CLINIC                           Arm: #                                      Courses:   51             With Toxicity at indicated Grade 
     P.I.: DR. WHO                                      Regimen: IV TWC WKLY X 4 WKS                Eval for Tox:   49            By Course's Dose Level on this Arm 
 
 CATEGORY      Grade 
 ------------------------------------------------------------------------------------------ 
                         0.         .5        .9       1.25      1.5       1.7   AB-123 
 
                          1         7        10        10        20         3    #COURSES 
                          0         7        10        10        19         3    # EVAL 
 ------------------------------------------------------------------------------------------ 
 -MISCELLANY     1   '      .  '      .  '      .  '      .      2     '      . 
                     '      .  '      .  '      .  '      .   -------  '      . 
               tot   '      .  '      .  '      .  '      .        2   '      . 
 ------------------------------------------------------------------------------------------ 
 ALLERGIC        3   '      .  '      .  '      .  '      .      1     '      . 
                     '      .  '      .  '      .  '      .   -------  '      . 
               tot   '      .  '      .  '      .  '      .        1   '      . 
 ------------------------------------------------------------------------------------------ 
 ALOPECIA        1   '      .  '      .  '      .  '      .      1     '      . 
                     '      .  '      .  '      .  '      .   -------  '      . 
               tot   '      .  '      .  '      .  '      .        1   '      . 
 ------------------------------------------------------------------------------------------ 
 ALTERD-TASTE    1   '      .      1     '      .  '      .  '      .  '      . 
                     '      .   -------  '      .  '      .  '      .  '      . 
               tot   '      .        1   '      .  '      .  '      .  '      . 
 ------------------------------------------------------------------------------------------ 
 ANOREXIA        2   '      .  '      .      2         1         3     '      . 
                 1   '      .      2     '      .      2         7         1 
                     '      .   -------   -------   -------   -------   ------- 
               tot   '      .        2         2         3        10         1 
 ------------------------------------------------------------------------------------------ 
 CUTANEOUS       2   '      .  '      .      1         1     '      .  '      . 
                 1   '      .  '      .      2         1         2     '      . 
                     '      .  '      .   -------   -------   -------  '      . 
               tot   '      .  '      .        3         2         2   '      . 
 ------------------------------------------------------------------------------------------ 
 CV-             3   '      .  '      .  '      .      1     '      .  '      . 
                     '      .  '      .  '      .   -------  '      .  '      . 
               tot   '      .  '      .  '      .        1   '      .  '      . 
 ------------------------------------------------------------------------------------------ 
 CV-ARR-         1   '      .  '      .  '      .  '      .      1     '      . 
                     '      .  '      .  '      .  '      .   -------  '      . 
               tot   '      .  '      .  '      .  '      .        1   '      . 
 ------------------------------------------------------------------------------------------ 
 
 
 
 
 
 
 TTT-NNNN      arm #          Arm '#' designates a sole arm or an arm which originally was the sole arm. Toxes have been coded into CTMS categories. 
                              Toxicities are associated with the dose of the course on which they occured. Grades below 1 are not tabulated. 
 page     1                   Toxicities recorded with Relation code 1 (not related to drug) or 2 (unlikely) have been INcluded. 



 
 TTT-NNNN 
                                        CTMS Report 72C1 Toxicity CrossTab - Counting All Courses - Data as of 09/13/2002 
    Agent: AB-123 
                                                       Protocol: TTT-NNNN                             Patients:   32              Count of Courses:  arm #  panel 1 
     Site: THERADEX CANCER CLINIC                           Arm: #                                      Courses:   51             With Toxicity at indicated Grade 
     P.I.: DR. WHO                                      Regimen: IV TWC WKLY X 4 WKS                Eval for Tox:   49            By Course's Dose Level on this Arm 
 
 CATEGORY      Grade 
 ------------------------------------------------------------------------------------------ 
 CV-ARR-SVT      1   '      .      1         2     '      .  '      .  '      . 
                     '      .   -------   -------  '      .  '      .  '      . 
               tot   '      .        1         2   '      .  '      .  '      . 
 ------------------------------------------------------------------------------------------ 
 CV-BP-LO        4   '      .  '      .  '      .  '      .      1     '      . 
                 1   '      .  '      .  '      .  '      .      1     '      . 
                     '      .  '      .  '      .  '      .   -------  '      . 
               tot   '      .  '      .  '      .  '      .        2   '      . 
 ------------------------------------------------------------------------------------------ 
 CV-ISCH         1   '      .      2     '      .  '      .      1     '      . 
                     '      .   -------  '      .  '      .   -------  '      . 
               tot   '      .        2   '      .  '      .        1   '      . 
 ------------------------------------------------------------------------------------------ 
 CV-PERICARD     1   '      .      1     '      .  '      .  '      .  '      . 
                     '      .   -------  '      .  '      .  '      .  '      . 
               tot   '      .        1   '      .  '      .  '      .  '      . 
 ------------------------------------------------------------------------------------------ 
 ENT-SYMPTOMS    2   '      .  '      .  '      .  '      .      1     '      . 
                 1   '      .      2     '      .      1     '      .  '      . 
                     '      .   -------  '      .   -------   -------  '      . 
               tot   '      .        2   '      .        1         1   '      . 
 ------------------------------------------------------------------------------------------ 
 EYE-SYMPTOMS    1   '      .  '      .      1     '      .  '      .  '      . 
                     '      .  '      .   -------  '      .  '      .  '      . 
               tot   '      .  '      .        1   '      .  '      .  '      . 
 ------------------------------------------------------------------------------------------ 
 FATIGUE         3   '      .  '      .      2         1         3     '      . 
                 2   '      .      2         1         2         4         1 
                 1   '      .      4         4         2         7     '      . 
                     '      .   -------   -------   -------   -------   ------- 
               tot   '      .        6         7         5        14         1 
 ------------------------------------------------------------------------------------------ 
 FEVER           2   '      .      1     '      .  '      .  '      .      1 
                 1   '      .  '      .  '      .      1         5     '      . 
                     '      .   -------  '      .   -------   -------   ------- 
               tot   '      .        1   '      .        1         5         1 
 ------------------------------------------------------------------------------------------ 
 FLU-LIKE-SYM    1   '      .      1     '      .  '      .      1     '      . 
                     '      .   -------  '      .  '      .   -------  '      . 
               tot   '      .        1   '      .  '      .        1   '      . 
 ------------------------------------------------------------------------------------------ 
 
 
 
 
 TTT-NNNN      arm #          Arm '#' designates a sole arm or an arm which originally was the sole arm. Toxes have been coded into CTMS categories. 
                              Toxicities are associated with the dose of the course on which they occured. Grades below 1 are not tabulated. 
 page     2                   Toxicities recorded with Relation code 1 (not related to drug) or 2 (unlikely) have been INcluded. 



 

*** Response Summary Report *** 
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                                                  REPORT 74: RESPONSE SUMMARY CTMS DATA AS OF 09/13/2002 
 
 
                               BEST    DURATION                    DOSE         DOSE         DOSE         DOSE         DOSE 
 PROTOCOL           PATIENT  RESPONSE  (DAYS)    COURSE      ARM      DRUG1        DRUG2        DRUG3        DRUG4        DRUG5     DISEASE 
 --------      ------------  --------  --------  ----------  ---   -----------  -----------  -----------  -----------  -----------  ----------------------- 
 
 TTT-NNNN        ZZZZZZZZZZ  PD        NO START  02/19/2002  1         1.6                                                          SQUAMOUS CELL CARCINOMA 
 
                 ZZZZZZZZZZ  PD        NO START  06/26/2000  #         1.5                                                          SQC 
 
                 ZZZZZZZZZZ  PD        NO START  11/29/1999  #          .5                                                          SQUAMOUS CELL 
 
                 ZZZZZZZZZZ  PD        NO START  03/13/2000  #          .9                                                          ACA 
 
                 ZZZZZZZZZZ  PD        NO START  02/25/2002  1         1.6                                                          ADENOCARCINOMA 
 
                 ZZZZZZZZZZ  PD        NO START  11/12/2001  #         1.5                                                          PAPILLARY RENAL CELL CA 
 
                 ZZZZZZZZZZ  PD        NO START  07/27/2000  #         1.5                                                          MALIGNANT MELANOMA 
 
                 ZZZZZZZZZZ  SD        NO START  01/17/2000  #          .5                                                          ACA 
 
                 ZZZZZZZZZZ  PD        NO START  05/22/2001  #         1.5                                                          FOLLICULAR 
 
                 ZZZZZZZZZZ  PD        NO START  07/08/2002  1         1.6                                                          CLEAR CELL CARCINOMA 
 
                 ZZZZZZZZZZ  SD        NO DATES  05/07/2001  #         1.5                                                          FOLLICULAR SMALL CLEAVED 
 
 
 
 
 
 
 
 
 This report is based on Responses reported by Investigator in the Course Assessment CRF. Only Responses PD or better are taken into consideration. 
 If a patient has more than one period with Best Response followed by worse ones only the first period is listed. 
 Duration will be shown as NO DATES or NO STARTS or NO END unless both dates of response and progression were reported. 



 

*** Toxicity Summary Report *** 



 
 
 
 
                    Toxicity Summary over Patients (Report 89B-SUM-2-P as of 09/13/2002 ) 
 
 
 
                                        **********  N o t e s  ********** 
 
 
 
          In each toxicity category this report counts each patient once at the highest severity reported over all courses. 
 
 
 
          Toxicities have been assigned to categories according to a large online cross-reference dictionary. 
          'Unclassified' represents toxes whose descriptions have not yet been cross-referenced to categories. 
          '+Overall' summarizes all toxicities reported on case report forms regardless of category. 
 
 
 
          Toxicities not reportable to CDUS (grade= 1 or 2, and relation= 1 or 2) have been excluded. 
 
          Toxicities reported with severity grade below 0 or above 9 have been ignored. 
 
          Toxicities inferred from lab test results are not included. 
 
 
 
          The 'total' section shows the total number of patients with any courses 
          and the number of patients with any tox reported in the indicated category. 
 
          The 'total by grade' section shows the number of patients 
          where the worst grade reported in the category was the grade on the line label. 
 
          The 'percentages by grade' section presents the total-by-grade numbers as percentages of the total number of patients. 
 
 
 
          Each protocol has been summarized separately. 
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                                        Toxicity Summary over Patients (REPORT 89B-SUM-2-P as of 09/13/2002 ) 
                                        Number of Patients where worst tox in each category is at the grade indicated 
                                        for Protocol TTT-NNNN      at All Institutions Participating 
 
                       A    A    C    C    C    E    G    H    H    H    H    I    L    M    M    M    N    O    P    P    R    S    S    S    u     + 
                       L    R    A    O    O    N    I    E    E    E    E    N    Y    A    E    U    E    C    A    U    E    E    K    Y    n     O 
                       L    R    R    A    N    D    .    A    M    M    P    F    M    L    T    S    U    U    I    L    N    X    I    N    c     V 
                       E    H    D    G    S    O    .    R    A    O    A    E    P    I    A    C    R    L    N    M    A    U    N    D    l     E 
                       R    Y    I    U    T    C    .    I    T    R    T    C    H    G    B    U    O    A    .    O    L    A    .    R    a     R 
                       G    T    O    L    I    R    .    N    O    R    I    T    A    N    O    L    L    R    .    N    /    L    .    O    s     A 
                       Y    H    V    A    T    I    .    G    L    H    C    I    T    A    L    O    O    .    .    A    G    /    .    M    s     L 
                       .    M    A    T    U    N    .    .    O    A    .    O    I    N    I    S    G    .    .    R    U    R    .    E    i     L 
                       .    I    S    I    T    E    .    .    G    G    .    N    C    C    C    K    I    .    .    Y    .    E    .    S    f 
                       .    A    C    O    I    .    .    .    I    E    .    .    S    Y    .    E    C    .    .    .    .    P    .    .    i 
                       .    .    .    N    O    .    .    .    C    .    .    .    .    .    .    L    .    .    .    .    .    R    .    .    e 
 Protocol TTT-NNNN     .    .    .    .    N    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    O    .    .    d 
 
 
 
 : Total:   50 Patients 
 
 
 (Subtotal) #          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     .      (Subtotal) # 
 
 in each Ctgy          2    .    6    .   36    .   45    .   26    5    6    2    .    .    1    1   17    1   15    9    .    .   10    .    2    50      in each Ctgy 
 
 
 : Total Occur-s by Grade 
 
 
  Tot Grade 0          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     .       Tot Grade 0 
 
  Tot Grade 1          1    .    2    .   18    .   17    .    9    2    1    .    .    .    .    1   10    1    9    1    .    .    5    .    1     5       Tot Grade 1 
 
  Tot Grade 2          .    .    1    .    7    .   21    .    6    .    1    1    .    .    .    .    1    .    1    1    .    .    5    .    1    13       Tot Grade 2 
 
  Tot Grade 3          1    .    2    .   10    .    6    .   10    2    3    1    .    .    .    .    6    .    5    4    .    .    .    .    .    25       Tot Grade 3 
 
  Tot Grade 4          .    .    1    .    1    .    1    .    1    .    1    .    .    .    1    .    .    .    .    1    .    .    .    .    .     5       Tot Grade 4 
 
  Tot Grade 5          .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     2       Tot Grade 5 
 
 
 : Percentages by Grade 
 
 
  Pct Grade 0          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    2    .    .    .    .    .     .       Pct Grade 0 
 
  Pct Grade 1          2    .    4    .   36    .   34    .   18    4    2    .    .    .    .    2   20    2   18    2    .    .   10    .    2    10       Pct Grade 1 
 
  Pct Grade 2          .    .    2    .   14    .   42    .   12    .    2    2    .    .    .    .    2    .    2    2    .    .   10    .    2    26       Pct Grade 2 
 
  Pct Grade 3          2    .    4    .   20    .   12    .   20    4    6    2    .    .    .    .   12    .   10    8    .    .    .    .    .    50       Pct Grade 3 
 
 
                  Toxcities that are not reportable via the CDUS or having severity grade below 0 have been ignored. 
                  Toxcities having severity grade below 0 have been ignored. 
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                                        Toxicity Summary over Patients (REPORT 89B-SUM-2-P as of 09/13/2002 ) 
                                        Number of Patients where worst tox in each category is at the grade indicated 
                                        for Protocol TTT-NNNN      at All Institutions Participating 
 
                       A    A    C    C    C    E    G    H    H    H    H    I    L    M    M    M    N    O    P    P    R    S    S    S    u     + 
                       L    R    A    O    O    N    I    E    E    E    E    N    Y    A    E    U    E    C    A    U    E    E    K    Y    n     O 
                       L    R    R    A    N    D    .    A    M    M    P    F    M    L    T    S    U    U    I    L    N    X    I    N    c     V 
                       E    H    D    G    S    O    .    R    A    O    A    E    P    I    A    C    R    L    N    M    A    U    N    D    l     E 
                       R    Y    I    U    T    C    .    I    T    R    T    C    H    G    B    U    O    A    .    O    L    A    .    R    a     R 
                       G    T    O    L    I    R    .    N    O    R    I    T    A    N    O    L    L    R    .    N    /    L    .    O    s     A 
                       Y    H    V    A    T    I    .    G    L    H    C    I    T    A    L    O    O    .    .    A    G    /    .    M    s     L 
                       .    M    A    T    U    N    .    .    O    A    .    O    I    N    I    S    G    .    .    R    U    R    .    E    i     L 
                       .    I    S    I    T    E    .    .    G    G    .    N    C    C    C    K    I    .    .    Y    .    E    .    S    f 
                       .    A    C    O    I    .    .    .    I    E    .    .    S    Y    .    E    C    .    .    .    .    P    .    .    i 
                       .    .    .    N    O    .    .    .    C    .    .    .    .    .    .    L    .    .    .    .    .    R    .    .    e 
 Protocol TTT-NNNN     .    .    .    .    N    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    O    .    .    d 
 
 
  Pct Grade 4          .    .    2    .    2    .    2    .    2    .    2    .    .    .    2    .    .    .    .    2    .    .    .    .    .    10       Pct Grade 4 
 
  Pct Grade 5          .    .    .    .    .    .    .    .    .    2    .    .    .    .    .    .    .    .    .    2    .    .    .    .    .     4       Pct Grade 5 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
                  Toxcities that are not reportable via the CDUS or having severity grade below 0 have been ignored. 
                  Toxcities having severity grade below 0 have been ignored. 



 
 
 
 
                    Toxicity Summary over Courses (Report 89B-SUM-2-C as of 09/13/2002 ) 
 
 
 
 
                                        **********  N o t e s  ********** 
 
 
 
          In each toxicity category this report counts each course once at the highest severity reported on that course. 
 
 
 
          Toxicities have been assigned to categories according to a large online cross-reference dictionary. 
          'Unclassified' represents toxes whose descriptions have not yet been cross-referenced to categories. 
          '+Overall' summarizes all toxicities reported on case report forms regardless of category. 
 
 
 
          Toxicities not reportable to CDUS (grade= 1 or 2, and relation= 1 or 2) have been excluded. 
 
          Toxicities reported as severity grade below 0 or above 9 have been ignored. 
 
          Toxicities inferred from lab test results are not included. 
 
 
 
          The 'total' section shows the total number of patient courses 
          and the number of courses with any tox reported in the indicated category. 
 
          The 'total by grade' section shows the number of courses 
          where the worst grade reported in the category was the grade on the line label. 
 
          The 'percentages by grade' section presents the total-by-grade numbers as percents of the total number of patient courses. 
 
 
 
          Each protocol has been summarized separately. 
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                                        Toxicity Summary over Courses (Report 89B-SUM-2-C as of 09/13/2002 ) 
                                        Number of Courses where worst tox in each category is at the grade indicated 
                                        for Protocol TTT-NNNN      at All Institutions Participating 
 
                       A    A    C    C    C    E    G    H    H    H    H    I    L    M    M    M    N    O    P    P    R    S    S    S    u     + 
                       L    R    A    O    O    N    I    E    E    E    E    N    Y    A    E    U    E    C    A    U    E    E    K    Y    n     O 
                       L    R    R    A    N    D    .    A    M    M    P    F    M    L    T    S    U    U    I    L    N    X    I    N    c     V 
                       E    H    D    G    S    O    .    R    A    O    A    E    P    I    A    C    R    L    N    M    A    U    N    D    l     E 
                       R    Y    I    U    T    C    .    I    T    R    T    C    H    G    B    U    O    A    .    O    L    A    .    R    a     R 
                       G    T    O    L    I    R    .    N    O    R    I    T    A    N    O    L    L    R    .    N    /    L    .    O    s     A 
                       Y    H    V    A    T    I    .    G    L    H    C    I    T    A    L    O    O    .    .    A    G    /    .    M    s     L 
                       .    M    A    T    U    N    .    .    O    A    .    O    I    N    I    S    G    .    .    R    U    R    .    E    i     L 
                       .    I    S    I    T    E    .    .    G    G    .    N    C    C    C    K    I    .    .    Y    .    E    .    S    f 
                       .    A    C    O    I    .    .    .    I    E    .    .    S    Y    .    E    C    .    .    .    .    P    .    .    i 
                       .    .    .    N    O    .    .    .    C    .    .    .    .    .    .    L    .    .    .    .    .    R    .    .    e 
 Protocol TTT-NNNN     .    .    .    .    N    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    O    .    .    d 
 
 
 
 : Total:   80 Courses 
 
 
 (Subtotal) #          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     .      (Subtotal) # 
 
 in each Ctgy          3    .    7    .   48    .   62    .   34    5    6    2    .    .    1    1   20    1   18    9    .    .   11    .    3    77      in each Ctgy 
 
 
 : Total occur-s by grade 
 
 
  Tot Grade 0          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     .       Tot Grade 0 
 
  Tot Grade 1          2    .    3    .   25    .   29    .   16    2    1    .    .    .    .    1   12    1   12    1    .    .    6    .    1    18       Tot Grade 1 
 
  Tot Grade 2          .    .    1    .   10    .   24    .    7    .    1    1    .    .    .    .    2    .    1    1    .    .    5    .    2    20       Tot Grade 2 
 
  Tot Grade 3          1    .    2    .   12    .    8    .   10    2    3    1    .    .    .    .    6    .    5    4    .    .    .    .    .    32       Tot Grade 3 
 
  Tot Grade 4          .    .    1    .    1    .    1    .    1    .    1    .    .    .    1    .    .    .    .    1    .    .    .    .    .     5       Tot Grade 4 
 
  Tot Grade 5          .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     2       Tot Grade 5 
 
 
 : Percentages by Grade 
 
 
  Pct Grade 0          .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     .       Pct Grade 0 
 
  Pct Grade 1          3    .    4    .   31    .   36    .   20    3    1    .    .    .    .    1   15    1   15    1    .    .    8    .    1    23       Pct Grade 1 
 
  Pct Grade 2          .    .    1    .   13    .   30    .    9    .    1    1    .    .    .    .    3    .    1    1    .    .    6    .    3    25       Pct Grade 2 
 
  Pct Grade 3          1    .    3    .   15    .   10    .   13    3    4    1    .    .    .    .    8    .    6    5    .    .    .    .    .    40       Pct Grade 3 
 
 
                  Toxcities that are not reportable via the CDUS or having severity grade below 0 have been ignored. 
                  Toxcities having severity grade below 0 have been ignored. 
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                                        Toxicity Summary over Courses (Report 89B-SUM-2-C as of 09/13/2002 ) 
                                        Number of Courses where worst tox in each category is at the grade indicated 
                                        for Protocol TTT-NNNN      at All Institutions Participating 
 
                       A    A    C    C    C    E    G    H    H    H    H    I    L    M    M    M    N    O    P    P    R    S    S    S    u     + 
                       L    R    A    O    O    N    I    E    E    E    E    N    Y    A    E    U    E    C    A    U    E    E    K    Y    n     O 
                       L    R    R    A    N    D    .    A    M    M    P    F    M    L    T    S    U    U    I    L    N    X    I    N    c     V 
                       E    H    D    G    S    O    .    R    A    O    A    E    P    I    A    C    R    L    N    M    A    U    N    D    l     E 
                       R    Y    I    U    T    C    .    I    T    R    T    C    H    G    B    U    O    A    .    O    L    A    .    R    a     R 
                       G    T    O    L    I    R    .    N    O    R    I    T    A    N    O    L    L    R    .    N    /    L    .    O    s     A 
                       Y    H    V    A    T    I    .    G    L    H    C    I    T    A    L    O    O    .    .    A    G    /    .    M    s     L 
                       .    M    A    T    U    N    .    .    O    A    .    O    I    N    I    S    G    .    .    R    U    R    .    E    i     L 
                       .    I    S    I    T    E    .    .    G    G    .    N    C    C    C    K    I    .    .    Y    .    E    .    S    f 
                       .    A    C    O    I    .    .    .    I    E    .    .    S    Y    .    E    C    .    .    .    .    P    .    .    i 
                       .    .    .    N    O    .    .    .    C    .    .    .    .    .    .    L    .    .    .    .    .    R    .    .    e 
 Protocol TTT-NNNN     .    .    .    .    N    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    O    .    .    d 
 
 
  Pct Grade 4          .    .    1    .    1    .    1    .    1    .    1    .    .    .    1    .    .    .    .    1    .    .    .    .    .     6       Pct Grade 4 
 
  Pct Grade 5          .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .     3       Pct Grade 5 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
                  Toxcities that are not reportable via the CDUS or having severity grade below 0 have been ignored. 
                  Toxcities having severity grade below 0 have been ignored. 



 

*** Toxicity Detail Report *** 



 
 
 
 
                    Toxicity Detail (Report 89B-DET-2 as of 09/13/2002 ) 
 
 
 
                                        **********  N o t e s  ********** 
 
 
 
          In each toxicity category this report shows the highest severity grade reported on each course for every patient. 
 
 
 
          Toxicities have been assigned to categories according to a large online cross-reference dictionary. 
          'Unclassified' represents toxes whose descriptions have not yet been cross-referenced to categories. 
          '+Overall' summarizes all toxicities reported on case report forms regardless of category. 
          ':PI-anytox-?' is the y/n 'any toxicity' question on the course assessment crf.  '*' flags discrepancies. 
 
 
 
          Toxicities not reportable to CDUS (grade= 1 or 2, and relation= 1 or 2) have been excluded. 
 
          Toxicities reported as severity grade below 1 or above 9 have been ignored. 
 
          Toxicities inferred from lab test results are not included. 
 
 
 
          In the 'max grade by cycle' this report abstracts the worst toxicity grade reported on every course for every patient. 
          In each category.  for quick reference the course date, arm, and dose levels are also shown. 
          Unconfirmed course dates are assigned to cycle '0'. 
 
          The 'total' section shows the total number of patient courses scanned 
          and the number of courses where any toxicity was reported. 
 
 
 
          Each protocol has been summarized separately. 
 
 
 
          Patients are sequenced by the dose level of the primary drug. 
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                                                         Toxicity Detail (Report 89B-DET-2 as of 09/13/2002 ) 
                                                         Highest Grade reported in each toxicity category by patient/cycle 
                                                         for Protocol TTT-NNNN      at All Institutions Participating 
 
                                             A    A    C    C    C    E    G    H    H    H    H    I    L    M    M    M    N    O    P    P    R    S    S    S    u     : 
                                             L    R    A    O    O    N    I    E    E    E    E    N    Y    A    E    U    E    C    A    U    E    E    K    Y    n     P 
                                             L    R    R    A    N    D    .    A    M    M    P    F    M    L    T    S    U    U    I    L    N    X    I    N    c     I 
                                             E    H    D    G    S    O    .    R    A    O    A    E    P    I    A    C    R    L    N    M    A    U    N    D    l     - 
                                             R    Y    I    U    T    C    .    I    T    R    T    C    H    G    B    U    O    A    .    O    L    A    .    R    a     A 
                                             G    T    O    L    I    R    .    N    O    R    I    T    A    N    O    L    L    R    .    N    /    L    .    O    s     N 
                                             Y    H    V    A    T    I    .    G    L    H    C    I    T    A    L    O    O    .    .    A    G    /    .    M    s     Y 
                                             .    M    A    T    U    N    .    .    O    A    .    O    I    N    I    S    G    .    .    R    U    R    .    E    i     T 
                                             .    I    S    I    T    E    .    .    G    G    .    N    C    C    C    K    I    .    .    Y    .    E    .    S    f     O 
                                             .    A    C    O    I    .    .    .    I    E    .    .    S    Y    .    E    C    .    .    .    .    P    .    .    i     X 
                                             .    .    .    N    O    .    .    .    C    .    .    .    .    .    .    L    .    .    .    .    .    R    .    .    e     - 
 Protocol TTT-NNNN                           .    .    .    .    N    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    O    .    .    d     ? 
 
 
 
 Total:   80 Patient-Courses 
 
 # w/ Any Tox                                3    .    7    .   48    .   62    .   34    5    6    2    .    .    1    1   20    1   18    8    .    .   11    .    3 
 
 
 
 Max Grade by Cycle 
 
 -Patient ID-  Cyc  Course   Treatment       .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    . 
 
   ZZZZZZZZZZ   1: 02-07/09  MISSING         .    .    .    .    3    .    2    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    1    *- 
 
   ZZZZZZZZZZ   1: 99-11/29  LEVEL 1A        .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    3    .    .    .    .    .     Y 
 
   ZZZZZZZZZZ   1: 99-12/06  LEVEL 1A        .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    *Y 
                2: 00-01/17  LEVEL 1A        .    .    .    .    .    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    *- 
                3: 00-02/28  LEVEL 1A        .    .    .    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
                4: 00-04/11  LEVEL 1A        .    .    .    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
 
   ZZZZZZZZZZ   1: 99-12/13  LEVEL 1A        .    .    .    .    2    .    1    .    .    .    4    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
 
   ZZZZZZZZZZ   1: 99-12/14  LEVEL 1A        .    .    .    .    .    .    1    .    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
 
   ZZZZZZZZZZ   1: 00-01/25  LEVEL 2A        .    .    1    .    1    .    2    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
                2: 00-03/06  LEVEL 2A        .    .    .    .    .    .    2    .    .    .    .    .    .    .    .    .    .    1    1    .    .    .    2    .    .     Y 
 
   ZZZZZZZZZZ   1: 00-01/25  LEVEL 2A        .    .    1    .    .    .    1    .    .    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .     Y 
                2: 00-03/06  LEVEL 2A        .    .    3    .    .    .    4    .    .    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .     Y 
 
   ZZZZZZZZZZ   1: 00-01/31  LEVEL 2A        .    .    .    .    1    .    2    .    1    .    .    .    .    .    .    .    .    .    1    .    .    .    .    .    .     Y 
                2: 00-03/13  LEVEL 2A        .    .    .    .    1    .    1    .    1    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .    .     Y 
 
 
 
 
                  Toxcities that are not reportable via the CDUS or having severity grade below 1 have been ignored. 
                  Toxcities having severity grade below 1 have been ignored. 
                  Patients are sequenced by treatment assignment on first course and then by onstudy date 
                                                         


